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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of claims 32-43 in the reply filed on 1 0/1 5/08 is 
acknowledged. The traversal is on the ground(s) that the search would not be 
burdensome. This Is not found persuasive because after conducting a search on the 
original claims 1-31 as well as amended claims 1-31, there were no results containing a 
puncture disposal instrument as claimed in claims 32-43. Additional searching is 
required. 

The requirement is still deemed proper and is therefore made FINAL. 
DETAILED ACTION 
Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-7, and 26-31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rouviere (FR 2797579) in view of Grunert (US 3030959) and 
Kolomeir (US 3708235). 

• Regarding claim 1 , Rouviere teaches a puncture instrument (A) which 
houses a plurality of puncture needles (F) for puncturing the surface of a 
biologic body and is able to perform puncture operations continuously in 
which the needles are connected in series for performing seriatim 
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puncturing (1 , 2, 3) in tine axis direction of instrument able to be refilled 
from needle columns kept in hermetically sealed packs (page 6, line 35 - 
page 7 line 4) but doesn't teach the column to be in a cartridge. However, 
Grunert teaches a puncture needle cartridge for needles kept in axial 
alignment for use in a puncture device (claim 1). It would have been 
obvious in view of Grunert to put Rouviere's needles in a cartridge in order 
to maintain sterility when refilling the puncture instrument. Rouviere 
further doesn't teach that the needles are connected in a manner that 
removal of a puncture needle pulls the next need to the puncture position. 
However, Kolomeir teaches a plurality of sharp units connected in series 
wherein each unit comprises a body member and sharp unit wherein the 
base end of the sharp member is secured in and substantially coaxial with 
the body member (41 ) (33) and a sharp point protrudes forwardly (21 ); 
and the body member comprising a forward end and a rear end having 
substantially complementary shapes such that the needle members are 
hygienically maintained and deployed in such a manner that removal of a 
unit pulls the next unit into useable position (column 3, line 55- column 4 
line 4) (column 4, lines 32-57). It would have been obvious in view of 
Kolomeir to provide an elastic gripping portion for pulling the next needle 
of Rouviere and Grunert into a useable position in order to prevent 
accidental injury when moving the next needle forward. 
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• Regarding claim 2, Rouviere's needle columns are stacked in such a 
manner that the front end of the puncture needle is protected by a portion 
of another puncture needle at a rear end of the puncture needle positioned 
immediately in front of the puncture needle (figure 9). 

• Regarding claim 3, Rouviere teaches puncture needles comprising a 
needle part (Fa) and elastic deformation member (F1) wherein the front 
end of the puncture needle is protected by an elastic deformation member 
of another puncture needle which is positioned at the rear end of the 
puncture needle (Figures 3, 4). As stated above, Kolomeir's puncture 
needle has elastic deformation members for elastically gripping the front 
end of the next puncture needle and pulling it forward. Rouviere doesn't 
teach the cartridge to hold the needles in this state. However, Grunert 
teaches a puncture needle cartridge for needles kept in axial alignment for 
use in a puncture device (claim 1 ). It would have been obvious in view of 
Grunert to put Rouviere's needles in a cartridge in order to maintain 
sterility when refilling the puncture instrument. 

• Regarding claim 4, Rouviere doesn't teach the puncture needle cartridge 
stopping member. However, Grunert teaches a cylindrical needle 
cartridge with a puncture needle cartridge stopping member for stopping 
the cartridge at a pre-determined position in a case, a biasing member for 
moving the cartridge in one direction, and a puncture button for starting a 
puncture operation (column 3, lines 39-65). It would have been obvious in 
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view of Grunert to provide biasing member and puncture button in order to 
control of the needles and cartridge within the puncture instrument. 

• Regarding claim 5, Rouviere teaches a remaining quantity check means 
(J) for checking the remaining quantity of the plural puncture needles 

(Figure 7). 

• Regarding claim 6, Rouviere teaches the remaining quantity check means 
to have a check window (J) on the side of the puncture instrument (Figure 
7). 

• Regarding claim 7, Rouviere doesn't teach a puncture needle cartridge to 
be detachably provided in the puncture instrument. However, Grunert 
teaches a puncture needle cartridge detachably provided in the puncture 
instrument (column 3, lines 55-65). It would have been obvious in view of 
Grunert to provide a detachable needle cartridge in Rouviere's device to 
enable sterile reloading of the puncture instrument. 

• Regarding claim 26, Rouviere teaches a puncture Instrument (A) which 
houses a plurality of puncture needles for performing seriatim puncturing 
(F) for puncturing the surface of a biologic body and is able to perform 
puncture operations continuously in which the needles are connected In 
series (1,2, 3) in the axis direction of the puncture instrument (Figures 6, 
9). Rouviere teaches a puncture needle replacement jig (B) which is able 
to remove the used puncture needle and set the puncture needle at a 
puncture operation start position (Figure 12). Rouviere further teaches the 
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instrument able to be refilled from needle columns l^ept in liermetically 
sealed packs (page 6, line 35 - page 7 lines 4) but doesn't teach the 
column to be in a cartridge. However, Grunert teaches a puncture needle 
cartridge for needles kept in axial alignment for use in a puncture device 
(claim 1). It would have been obvious in view of Grunert to put Rouviere's 
needles in a cartridge in order to maintain sterility when refilling the 
puncture instrument. Rouviere further doesn't teach that the needles are 
connected in a manner that removal of a puncture needle pulls the next 
need to the puncture position. However, Kolomeir teaches a puncture 
instrument in which the needles are all connected and removal of a 
puncture needle pulls the next needle to the puncture position wherein 
each unit comprises a body member and sharp unit wherein the base end 
of the sharp member is secured in and substantially coaxial with the body 
member (41) (33) and a sharp point protrudes forwardly (21); and the 
body member comprising a forward end and a rear end having 
substantially complementary shapes such that the needle members are 
hygienically maintained and deployed in such a manner that removal of a 
unit pulls the next unit into useable position (column 3, line 55- column 4 
line 4) (column 4, lines 32-57). It would have been obvious in view of 
Kolomeir to provide a connection that pulls a new needle to puncture 
position in Rouviere in order to allow the used needle to be disposed of. 
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• Regarding claim 27, Rouviere teaches the replacement jib including a 
return member that holds the needle after puncturing and removes it (B1 ) 
(Figure 12). 

• Regarding claim 28, Rouviere teaches the puncture needle replacement 
jig sets the puncture needle at the start position simultaneously with the 
removal of the puncture needle (Figure 12). 

• Regarding claim 29, Rouviere teaches the puncture needle is removed by 
a replacement jig after puncturing (Figure 12) as well as stopping 
members holding each member in a predetermined position (C, D) (Figure 
5a). Rouviere doesn't teach the needles to be in a cartridge. However, 
Grunert teaches a puncture needle cartridge for needles kept in axial 
alignment for use in a puncture device (claim 1). It would have been 
obvious in view of Grunert to provide a cartridge with Rouviere's stopping 
mechanisms in order to regulate the expulsion of the needles. 

• Regarding claim 30, Rouviere teaches puncture needle retaining elastic 
member (D) bending within an elasticity range of the puncture needle 
retaining elastic member due to fitting the elastic member to the 
replacement jig (E) (Figure 15) to dissolve the hold. 

• Regarding claim 31 , Rouviere teaches a remaining quantity check means 
(J, K, and F) (Figure 7). 

4. Claims 8-1 7 and 21 -22, and 24-25 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Grunert et al. (US 3030959) in view of Kolomeir (US 3708235). 
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• Regarding claim 8, Grunert teaches a puncture needle cartridge which 
contains a plurality of puncture needles for puncturing the surface of a 
biologic body and is housed in a puncture instrument that is able to 
perform puncture operations continuously with the puncture needles in 
series in an axis direction of the puncture instrument (column 3, lines 39- 
72) (Figure 1 ). Grunert doesn't teach the needles to be connected in 
series. However, Kolomeir teaches a plurality of sharp units connected in 
series wherein each unit comprises a body member and sharp unit 
wherein the base end of the sharp member is secured in and substantially 
coaxial with the body member (41) (33) and a sharp point protrudes 
forwardly (21); and the body member comprising a forward end and a rear 
end having substantially complementary shapes such that the needle 
members are hygienically maintained and deployed in such a manner that 
removal of a unit pulls the next unit into useable position (column 3, line 
55- column 4 line 4) (column 4, lines 32-57) (Figures 3, 5). It would have 
been obvious in view of Kolomeir to provide an elastic gripping portion for 
pulling the next needle of Grunert into a useable position in order to 
prevent accidental injury when moving the next needle forward. 

• Regarding claim 9, Grunert doesn't teach front ends of the needles fitting 
in another needle. However, Kolomeir teaches the sharp units fitting into 
each other as stated above. 
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• Regarding claim 1 1 , Grunert teaches the needle cartridge to further 
include puncture needle stopping member for holding the respective 
puncture needles at predetermined positions in the cartridge (column 3, 
line 65-74). 

• Regarding claim 12, Grunert doesn't teach the stopping members 
provided at a regular interval approximately equal to the length of the 
puncture needle. However, Kolomeir teaches providing stopping 
members at the front and rear of the device to prevent sharp units from 
falling out (column 3, line 60 - column 4, line 32). It would have been 
obvious in view of Kolomeir to provide stops at both ends of the device to 
prevent needles from falling out of the housing. 

• Regarding claim 1 3, Grunert doesn't teach fitting strength of the needles 
larger than a load applied. However, Kolomeir teaches the fitting strength 
strong enough to prevent the sharp unit from moving back into the casing 
or fall out (column 3, line 43 - column 37). It would have been obvious in 
view of Kolomeir to provide adequate strength between the units of 
Grunert to prevent a needle from accidentally falling out. 

• Regarding claim 14, Grunert teaches a puncture needle retaining elastic 
member (9) for holding a puncture needle to prevent escape and dropout 
of the puncture needle from the puncture instrument body (Figure 4). 

• Regarding claim 1 5, Grunert is silent as to whether the puncture needle 
retaining elastic member is part of the puncture cartridge. However, this is 
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one of a finite number of variations (i.e. integrated with the cartridge or 
integrated with the instrument body) and would have been an obvious 
variation to one of ordinary sl<ill in the art. 

• Regarding claim 16, Grunert doesn't teach dents for retention on the 
puncture needles. However, Kolomeirs elastic connection uses dents (15) 
(Figure 3). 

• Regarding claim 17, Grunert teaches providing a puncture needle cap 
which protects a needle part of a puncture needle that is positioned at the 
head of the group (26) (Figure 1). 

5. Claims 19-20 and 22-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Grunert modified by Kolomeir as applied to claim 8 above, and 
further in view of Rouviere (FR 2797579). 

• Regarding claim 19, Grunert modified by Kolomeir doesn't teach a 
remaining quantity check means. However, Rouviere teaches a remaining 
quantity check means (J, K, F) (Figure 7). It would have been obvious In 
view of Rouviere to provide a remaining quantity check means in Grunert 
modified by Kolomeir's device in order to determine how many new 
needles remain for testing. 

• Regarding claim 20, Rouviere's remaining quantity check means varies 
respective colors (K) (Figure 7). 

• Regarding claim 21 , Rouviere's remaining quantity check means assigns 
numbers (production codes) (page 18, lines 9-14) (Figure 13). 
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• Regarding claims 22-23, Grunert teaches a new puncture needle group 
capable of being loaded in the cartridge and that it is loaded in one 
direction (column 3, lines 55-72) (Figure 1). 

6. Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rouviere modified by Grunert and Kolomeir as applied to claim 1 above, and further in 
view of Weiss (US 5957601 ). 

• Regarding claim 43, Rouviere modified by Grunert and Kolomeir teaches 
connections wherein the needle of a forward end of a body fits into a hole 
in the rear end as stated above but teaches the rear body to surround the 
forward body. However, Weiss teaches the opposite male-female serial 
connection mechanism in which the forward end of a body (14) can have a 
bell shaped radially inward protruding lip to grasp the complimentary rear 
wall of the rear end of another body (30) (12) (Figure 1 ). It would have 
been obvious to one of ordinary skill in the art to substitute the male- 
female connection of Weiss for the male female connection provided by 
Rouviere modified by Grunert and Kolomeir to serially attach the body 
members. 



Response to Arguments 

7. Applicant's arguments filed 8/1 9/09 have been fully considered but they are not 
persuasive. 
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8. Applicant's argument of liygienically maintained does not provide for additional 
structure to the claims. Any device can be hygienic and it is especially commonly 
known in the medical industry. The specification states that the hygienic properties 
permit grasping and moving needles forward by the structures presented in the 
amended claims. Thus, Kolomeir still ready on the amended matter of securing each 
needle member coaxially to move it forward with complementary shapes. 

9. Applicant argues the combination of pen-type implements with needle 
implements. However, pen bodys and projection mechanisms are frequently used to 
eject and dispense needles as well, for example, epi-pens. 

Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Danega whose telephone number is (571)270- 
3639. The examiner can normally be reached on Monday through Thursday 8:30-5:00 
eastern time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RAD 

/Max Hindenburg/ 
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